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Dear Ms. Singer: 

This letter is in response to your citizen petition on behalf of the He&h Industry Manufacturers 
Association (HIM.A); dated Scprember 5, l?97, to requirecommercial (“for profit”) .rcprocessors- 
of disposable medical devices to comply wtth afi applicable FDA regulations governing medid 
device mamfacturing, including premarket notification (5 I O(k)), premarket approval (Pm), 
medical device reporting (MDR), device iabeiing, good manufacturing practices (GMPs), 
establishment registration, and device iist&. The petition states that it does not apply to 
reprocesscrs of disposabfe bemodiatyzers 04 end-user facilities, i.e., hospitals, clinics, etc. A 
response to the WMA petition, filed in the bockets lManagement Branch by he Association for 
Medicai Device Reprocessors (AMDR), will also be addressed in this letter. Thank you for the 
detailed petition and the important issues y& raked. We regret &be delay in responding. 

The petition requests that to comply with the GMPs. This 
in accord&cc with the cment Quality 

Systerrweguiation, Titie 2 1, Code of Fed 
the labeling nquirernentr of 21 CFR 

Regulations (CFR), Part 820 and they are subject to 

evidenced in a December 27, i995, ietter to 
been FDA’s position for some time, as 

from Lillian Gill, Director, Offke 
that reprocesses medical 

devices for health care facilities and engagesmin repackaging, relabeling, or sterilization activities 
(including any associated 
Good Manufacturing Practice 

to comply with the 

regulations, 2t CFR Parts 820 and FDA has considered such 
reprocessing firms to be manufacturers the GMP reg$ations promulgated in 1978 and 
continues to consider them as such System regulation which became effective 
in June 1997 (with a special 1 year design controi compliance). hspections 
have been conducted of several such regulatory action has been taken, as 
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appropriate, including the issuance of Wamiag Letters. Assignments to inspect prdviuusly 
uninspected reprocessors will also be issued. 

FDA bciieves that reprocessors and origin+ equipment manufacturers’ (GEMS’) compIi=ce 
with GMP requirements provides an appropriate measure of public health protection for patients 
and health care providers by ensuring sufficient control over the individual &m’s manufkturing 
and quality assurance operations. These requirements provide a reasonabie assurance that the 
fum is providing devices that meet appropriate specifications for safety and performance. 
In addition, reprocessors are also subject to ‘medical device reporting, registration, and listing 
requirements. FDA notes the current general absence of evidence of adverse patient outcomes 
attributed to the reuse of single-use devices; 

The Association of Medical Device Reproclssors (AMDR) submitted a Marc& I2 I 998 
response to the H-IMAMzen~~etitioi ~equ&ijj dehiai ofthat’petiiidi ;VfiiIe raisiig Ieiaf 
questions of FDA’s statutor)r authority to reljuire device marketing ciearance for reprocessing 
devices. Our reply to yam petition will not bespend to AMDR’s legal argument except to note 
that FDA’S regulatory approach is not based ion their legal position. Rather, FDA will continue 
to rely on labeling and existing postmarket rtquirementi, which include reIcvant GMP 
requirements, medical device reporting, regqtration and listing, and IabeIing. 

FDA is very interested in’ieaming the effectrl that reprocessed devices have on patients. An FDA 
laboratory project is currently evaiuating the bffects that various cleaning agents have on device 
performance, and the mate&f composition of used balloon angioplasty catheters. This project 
aims to establish how Ihe reprocessing of the used devices could affect device utiiity. 
Additionally, we are encouraging trade and scientific organizations, OEh4s, user faciiities, and 

8 others, to provide any data demonstrating adverse patient outcomes from the use ofreprocessed 
“single use only” devices. We encourage &dfA to provide any such data to FDA for our review 
TO date, FDA has s&n no documented evide&e that the treatment of patients with, or other 
patient use of, th~~reproccssed devices has +used adverse clinical outcomes. 

Finally, FDA pubiished an Advanced Notice of Proposed Rulemaking (ANPRM) in the Federal 
Resister of December 23, 1997 (62 FR 670111 1 

b 
regarding device refurbishers, reconditioners, 

servicers, and as-is remarketers. The public c, mment period was extended to&me 29, 1998. 
The ANPRM focuses primarily on capital equipment; however, the ANPRM may be used as a 
venue to provide an opportunity to comment on FDA’s regulation of reprocessed single-use 
devices. I 
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bil the agency he a ~pp~rt~ni:ty to;review and evaluate any comments concerning this issue, 
it is premature for the agency to make any decision regarding a change in FDA’s regulatory 
position. 

I 

.+- 
Once again, we appreciate receiving your citizen petition on this most important subject. 
have any questions, please contact Mr. Larry S@ars at 30 f-594-4646, Ext. 15 I. If you 

Sincerely yours, ’ 

D. Bruce Burlington, M.D. 
Director I 
Center for Devices and 

I ! RadioiogicaLHealth 
) 


